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Art Unit: 1772 

DETAILED ACTION 

WITHDRAWN REJECTIONS 

1. The 35 U.S.C. 102(b) rejection of Claims 3,6- 10, 14 - 16, 19 - 24, 27 - 37, 39 - 42 
and 5 1 - 52 as being anticipated by Rau et al (U.S. Patent No. 6,024,722), of record on page 2 of 
the previous Action, is withdrawn. 

2. The 35 U.S.C. 103(a) rejection of Claims 4-5,11 -13, 17, 25 - 26 and 38 as being 
unpatentable over Rau et al (U.S. Patent No. 6,024,722), of record on page 2 of the previous 
Action, is withdrawn. 

3. The 35 U.S.C. 103(a) rejection of Claims 45 - 50 as being unpatentable over Rau et al 
(U.S. Patent No. 6,024,722) in view of Weissleder et al (U.S. Patent No. 5,514,379), of record on 
page 2 of the previous Action, is withdrawn. 

NEW REJECTIONS 
Claim Rejections - 35 USC § 103 

4. The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 
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5. Claims 3, 5 - 17, 19-42 and 51 - 52 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Rau et al (U.S. Patent No. 6,024,722) in view of Huntjens (U.S. Patent No. 
3,388,095). 

With regard to Claims 3 and 6, Rau et al disclose a medical device (catheter; column 3, 
line 59) comprising an elongate flexible element (shaft; column 3, line 60) made from a first 
polymer (column 9, lines 63 - 65) comprising phenylene units (column 9, line 66) that is 
thermoplastic (undergoing melt flow; column 10, line 12). Rau et al fail to disclose a polymer 
comprising substituted 1,4 polyphenylene. 

Huntjens disclose a polymer with phenylene units comprising substituted 1,4 
polyphenylene in the making of articles (column 2, lines 14 - 19) for the purpose of obtaining a 
articles having unique physical properties over a broad temperature range (column 1, line 25). 
One of ordinary skill in the art would therefore have recognized the advantage of providing for 
the substituted 1,4 polyphenylene of Huntjens in Rau et al, which comprises a catheter, therefore 
an article, depending on the desired physical properties of the end product. 

It therefore would have been obvious for one of ordinary skill in the art at the time 
Applicant's invention was made to have provided for a polymer comprising substituted 1,4 
polyphenylene in Rau et al in order to obtain articles having unique physical properties over a 
broad temperature range as taught by Huntjens. 

With regard to Claim 5, Rau et al fail to disclose a polymer comprising benzoyl 
substituted 1,4 phenylene units. However, Rau et al disclose a polymer comprising phenylene 
units (column 9, line 66). It would therefore have been obvious for one of ordinary skill in the art 
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to have selected benzoyl substituted 1,4 phenylene units, as benzoyl substituted 1,4 phenylene 
units are among the known phenylene units. 

With regard to Claims 7-9, the medical device is an intravascular guidewire (column 4, 
lines 14 - 15), therefore a core wire, which is intravascular (used in angioplasty; column 2, line 
22); the core wire therefore extends from a position proximate the proximal end of the guidewire 
to a position proximate the distal end of the guidewire.. 

With regard to Claim 10, the core wire comprises a plurality of elongate longitudinally 
extending threads made from the polymer (parallel aligned filaments; column 9, line 5). 

With regard to Claims 1 1 - 13, 17 - 18, 25 - 26 and 38, Rau et al fail to disclose a core 
wire having a circular cross sectional shape and rectangular cross sectional shape and cruciate 
cross sectional shape and a sleeve which is a coil and a wound flat tape and a distal varying 
thickness to create a first region having a first compliance and a second region having a second 
compliance less than the first compliance. However, Rau et al disclose a wire, therefore having 
an elongate shape, and a sleeve and layer, therefore having a uniform thickness. It would have 
been an obvious matter of design choice to have provided a circular or rectangular or cruciate 
cross sectional shape of the core wire and sleeve having a coil shape and a flat tape shape and 
distal varying thickness of the layer of Rau et al, since such a modification would have involved 
a mere change in shape. A change in shape is generally recognized as being within the level of 
ordinary skill in the art. In re Dailey, 357 F.2d 669, 149 USPQ 47 (CCPA 1966). 

With regard to Claim 14, the flexible element is a sleeve extending over the wire 
(column 4, lines 12-15; Figure 1). 
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With regard to Claim 15, Rau et al disclose a second sleeve, disposed on the first, made 
from the polymer (outer layers; column 10, line 20). 

With regard to Claim 16, the sleeve is an extruded tube (column 5, line 47). 

With regard to Claims 19-24 and 27 - 28, the sleeve disclosed by Rau et al is a mesh 
and a weave (satin weave; column 9, line 3). 

With regard to Claim 29, Rau et al disclose an inner sleeve and an outer sleeve, the 
flexible elongate member comprising a plurality of elongate threads disposed between the inner 
sleeve and the outer sleeve (the elongate member comprises a weave comprising yarn having 
polymeric material on its inner and outer surfaces; column 9, lines 10-15). 

With regard to Claims 30-31, Rau et al disclose a blend of the first polymer and a 
second polymer (blend layer; column 9, line 59). 

With regard to Claims 32 - 35, the medical device disclosed by Rau et al comprises a 
balloon (column 3, lines 60 - 66), therefore balloon sleeve. 

With regard to Claims 36 - 37 and 39, the sleeves disclosed by Rau et al are extruded by 
any extruder (column 3, lines 55 - 57), therefore including coextrusion of the first polymer in a 
first layer and the second polymer in a second layer. 

With regard to Claims 40 and 51, Rau et al disclose that the medical device, comprising a 
crosslinkable polymer, is known in the art (thermoset polyimide; column 1, line 43); Rau et al 
therefore disclose a second polymer which is crosslinked or is not crosslinked. 

With regard to Claims 41-42, the balloon disclosed by Rau et al has a thickness of 1 mil 
(0.001 inches; column 5, lines 48 - 50). 
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With regard to Claim 52, the first polymer disclosed by Rau et al is a rigid rod polymer as 
discussed above, and is extruded as discussed above, and is therefore cooled from an extrusion 
process; Rau et al therefore disclose a first polymer that is crosslinked. However, the claimed 
aspect of the device being formed by providing the first and second polymer, followed by 
coextruding, followed by crosslinking the first and second polymer, is given little patentable 
weight as it is directed to process limitation rather than a structural limitation. 

6. Claims 45 - 50 are rejected under 35 U.S.C. 103(a) as being unpatentable over Rau et al 
(U.S. Patent No. 6,024,722) in view of in view of Huntjens (U.S. Patent No. 3,388,095) and 
further in view of Weissleder et al (U.S. Patent No. 5,514,379). 

Rau et al and Huntjens disclose a medical device comprising a catheter as discussed 
above. With regard to Claims 45 - 50, Rau et al and Huntjens fail to disclose a catheter 
comprising a hydrogel coating and a therapeutic agent and a paramagnetic material comprising 
gadolinium III and a lubricious sheath disposed around the elongate member comprising a 
hydrogel polymer. 

Weissleder et al teach a catheter comprising a lubricious coating (column 10, lines 35 - 
40), therefore a sheath comprising a hydrogel comprising gadolinium III (column 4, lines 1-8) 
for the purpose of using a coating that is biocompatible and biodegradable (column 1, lines 10 - 
14). One of ordinary skill in the art would therefore have recognized the advantage of providing 
for the coating of Weissleder et al in Rau et al and Huntjens, which comprises a catheter, 
depending on the desired biocompatibility and biodegradability of the end product. 

It therefore would have been obvious for one of ordinary skill in the art at the time 
Applicant's invention was made to have provided for a hydrogel coating and a therapeutic agent 
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and a paramagnetic material comprising gadolinium III and a lubricious sheath disposed around 
the elongate member comprising a hydro gel polymer in Rau et al and Huntjens in order to obtain 
a coating that is biocompatible and biodegradable as taught by Weissleder et al. , 

7. Claims 43 - 44 are rejected under 35 U.S.C. 103(a) as being unpatentable over Rau et al 
(U.S. Patent No. 6,024,722) in view of Huntjens (U.S. Patent No. 3,388,095) and further in view 
of Lau et al (U.S. Patent No. 6,517,570 Bl). 

Rau et al and Huntjens disclose a medical device comprising a rigid rod polymer as 
discussed above. With regard to Claims 43 - 44, Rau et al and Huntjens fail to disclose a device 
comprising a self - expanding stent comprising a plurality of struts. 

Lau et al teach a rigid rod polymer (column 13, line 5) in the making of a self- 
expanding stent comprising a plurality of struts for the purpose of obtaining a stent that does not 
shorten upon delivery (column 2, lines 13 - 30). One of ordinary skill in the art would therefore 
have recognized the advantage of providing for the device of Lau et al in Rau et al and Huntjens, 
which comprises a rigid rod polymer, depending on the desired shortening of the end product. 

It therefore would have been obvious for one of ordinary skill in the art at the time 
Applicant's invention was made to have provided for a device comprising a self - expanding 
stent comprising a plurality of struts in Rau et al and Huntjens in order to obtain a stent that does 
not shorten upon delivery as taught by Lau et al. 
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ANSWERS TO APPLICANT'S ARGUMENTS 

8. Applicant's arguments regarding the 35 U.S.C. 102(b) rejection of Claim 3 as being 
anticipated by Rau et al (U.S. Patent No. 6,024,722), of record in the previous Action, have been 
considered and have been found to be persuasive. The rejections of the previous Action are 
therefore withdrawn. 

Applicant's arguments regarding the 35 U.S.C. 102(b) rejection of Claim 51 as being 
anticipated by Rau et al (U.S. Patent No. 6,024,722), of record in the previous Action, have been 
carefully considered but have not been found to be persuasive for the reasons set forth below. 

Applicant argues, on page 9 of the remarks dated October 5, 2006, that Rau et al do not 
disclose coextrusion. 

However, as stated above, the sleeves disclosed by Rau et al are extruded by any extruder 
(column 3, lines 55 - 57); Rau et al therefore disclose coextrusion of the first polymer in a first 
layer and the second polymer in a second layer. 

9. Applicant's amendment necessitated the new ground(s) of rejection presented in this 
Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP § 706.07(a). 
Applicant is reminded of the extension of time policy as set forth in 37 CFR 1.136(a). 

A shortened statutory period for. reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within TWO 
MONTHS of the mailing date of this final action and the advisory action is not mailed until after 
the end of the THREE-MONTH shortened statutory period, then the shortened statutory period 
will expire on the date the advisory action is mailed, and any extension fee pursuant to 37 
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CFR 1.136(a) will be calculated from the mailing date of the advisory action. In no event, 
however, will the statutory period for reply expire later than SIX MONTHS from the date of this 
final action. 

10. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Marc A Patterson whose telephone number is 571-272-1497. 
The examiner can normally be reached on Mon - Fri 8:30 AM - 5:00 PM. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Harold Pyon can be reached on 571-272-1498. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 

Marc A. Patterson, PhD. 
Primary Examiner 
Art Unit 1772 



